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DETAILED ACTION 
Information Disclosure Statement 

The IDS filed on August 1 , 2006 is recorded and acknowledged. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being incomplete 
for omitting essential steps, such omission amounting to a gap between the steps. See 
MPEP § 2172.01 . The omitted steps are: separation step to separate the labeled 
specific binding matehals which are not bound with the analyte. Without this separation 
step, all the magnetic particles would give off signal including the ones that do not have 
analyte bound thereto and thus there would be false positive magnetic signals. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 
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Claims 1-4, 6 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Josephson et al. (US PGPub. 2003/0092029 A1). 

Josepiison teaclies a composition comprising binding moieties linl<ed to a 
magnetic particle. The binding moieties cause a specific interaction with a target 
molecule (see [58]) via functionalized polymer such as polyethylene glycol (see [24] and 
[61]). The particles have sizes about 20-200 nanometers (equivalent to 0.02 - 0.2 
micrometer), (see [63]). For claims 2-4, Josephson teaches that polymer is polyethylene 
glycol or polysaccharides and derivatives (see [24] and [61]). Regarding the number of 
repeat units, since Josephson teaches the same polymer as the present invention, such 
polymer must have repeat units within the same range as claimed in the present 
invention. For claim 6, Josephson teaches that the binding moieties are antibodies and 
the target analytes are antigen (see [78]). For claim 8, Josephson teaches a method of 
detecting a target comprising contacting such composition described above with a 
sample and the magnetic resonance (magnetic signal) is detected, (see [83] and [84]). 
Josephson teaches immobilizing polymer such as polysaccharide to the particles via 
biotin-avidin complex. In this embodiment, the polysaccharide has reactive ends which 
are biotinylated and then is exposed to avidin linked nanoparticles (see [119], [130]). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 5 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Josephson et al. (US PGPub. 2003/0092029 A1), as applied to claim 1-4, 6 and 8, and 
in view of Foster (US 4,444,879). 

Josephson has been discussed above but fails to teach that the polyethylene 
glycol is bound to the magnetic particle via a biotin-avidin complex and packaging the 
composition described above into a kit. 

Foster teaches packing assay reagents into a kit with instruction, (see col. 15, fig. 

6). 

For claim 5, although, Josephson does not explicitly teaches attaching 
polyethylene glycol to the surface of a magnetic particles via biotin-avidin complex, 
Josephson teaches a method of immobilizing a polysaccharide to a nanoparticle, such 
polysaccharide is used the same way as the polyethylene glycol, as a spacer or linker to 
bind the binding moiety to the nanoparticle. (see discussion above). Thus, one of 
ordinary skills in the art would be motivated to immobilize the polyethylene glycol to the 
nanoparticle via a biotin-avidin complex as the polysaccharide. 

For claim 7, it would have been obvious to one of ordinary skills in the art to 
pack the reagents used in the assay taught by Josephson into a kit as taught by Foster 
for advantage of economic convenience and long-term storage. 

Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pensee T. Do whose telephone number is 571-272- 
0819. The examiner can normally be reached on Monday-Friday, 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Pensee T. Do/ 
Examiner, Art Unit 1641 
August 1 1 , 2008 

/Mark L. Shibuya, Ph.D./ 
Supervisory Patent Examiner, Art Unit 1641 



